United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 



APPLICATION NO. 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. | CONFIRMATION NO. | 



10/574,536 



03/31/2006 



1095 7590 01/18/2007 

NOVARTIS 

CORPORATE INTELLECTUAL PROPERTY 
ONE HEALTH PLAZA 104/3 
EAST HANOVER, NJ 07936-1080 



AULAKH, CHARANJIT 



PAPER NUMBER 



SHORTENED STATUTORY PERIOD OF RESPONSE 



MAIL DATE 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

If NO period for reply is specified above, the maximum statutory period will apply and will expire 6 MONTHS 
from the mailing date of this communication. 



PTOL-90A (Rev. 10/06) 



Office Action Summary 



Application No. 

10/574,536 


Applicant(s) 

AUBERSON ET AL. 


Examiner 

Charanjit S. Aulakh 


Art Unit 

1625 





Period for Reply 
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Application Papers 
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1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 
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DETAILED ACTION 

1. Claims 1-10 are pending in the application. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 3-10 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 
The following eight different factors (see Ex parte Foreman, 230 USPQ at 547; Wands, 
In re, 858.F. 2d 731, 8 USPQ 2d 1400, Fed. Cir. 1988) must be considered in order for 
the specification to be enabling for what is being claimed: 

Quantity of experimentation necessary, the amount of direction or guidance provided, 
presence or absence of working examples, the nature of the invention, the state of the 
prior art, the relative skill of those in the art, the predictability or unpredictability and the 
breadth of claims. In the instant case, the specification is not enabling based on atleast 
four of the above mentioned eight different factors such as quantity of experimentation 
necessary, the amount of direction or guidance provided, presence of working 
examples, state of the prior art, unpredictability and the breadth of claims. 
The specification mentions some assays for evaluating inhibition of human BACE 
activity, human cathepsin D activity and inhibition of cellular release of amyloid peptide 
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1-40 by the instant compounds and further states that in at least one of these tests, the 
agents of the invention show activity at concentrations below 20 uM ( see pages 6 and 7 
of specification ). However, there is no teaching or guidance present in the specification 
regarding specific compounds tested in any one of these assays. There is no teaching 
or guidance present in the specification or prior art that hyperactivity of human BACE 
activity or human cathepsin D activity is implicated in the etiology of any neurological or 
vascular disorders. There is no teaching in the prior art that structurally closely related 
compounds having antagonist activity at human BACE activity or human cathepsin D 
activity are well known to have therapeutic utility in treating any neurological or vascular 
disorders. There are no working examples present showing efficacy of instant 
compounds in known animal models of any neurological or vascular disorders. The 
instant compounds of formula I encompasses hundreds of thousands of compounds 
based on the values of variables R1-R6, m and p and therefore, in absence of such 
teachings, guidance, presence of working examples and prior art, it would require 
undue experimentation to demonstrate efficacy of instant compounds in known animal 
models of every known neurological and vascular disorders and hence their utility for 
treating these disorders. 

4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 2-4, 6, 7, 9 and 10 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 
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Regarding claim 2, the phrase "such as" renders the claim indefinite because it is 
unclear whether the limitations following the phrase are part of the claimed invention. 
See MPEP§ 2173.05(d). 

In claim 9, it is not clear what is being treated or administered? Also, which disease 
condition is being treated and furthermore, what is the second drug substance? 
Claims 3, 4, 6, 7 and 10 provide for the use of a compound, but, since the claim does 
not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claim Rejections - 35 USC § 101 

6. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

7. Claims 3, 4, 6, 7 and 10 are rejected under 35 U.S.C. 101 because the claimed 
recitation of a use, without setting forth any steps involved in the process, results in an 
improper definition of a process, i.e., results in a claim which is not a proper process 
claim under 35 U.S.C. 1 01 . See for example Ex parte Dunki, 1 53 USPQ 678 (Bd.App. 
1967) and Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 
1966). 

Allowable Subject Matter 

8. The following is a statement of reasons for the indication of allowable subject matter: 
Claim 1 is allowed since the instant compounds of formula I are neither disclosed nor 
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obvious over the prior art. In the prior art, Adam ( EP 0 970 957, cited on applicant's 
form 1449 ) discloses diaza-spiro[3,5]nonane compounds which are closely related to 
instant compounds. However, the compounds of Adam differ in structure from the 
instant compounds and furthermore, there is no teaching, guidance or motivation in the 
prior art to modify the compounds of Adam to prepare the instant compounds. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Charanjit S. Aulakh whose telephone number is 
(571)272-0678. The examiner can normally be reached on Monday through Friday, 
8:30 A.M. to 5:00 P.M.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas McKenzie can be reached on (571)272-0670. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571 -272-1 000. 

Charanjit S. Aulakh 
Primary Examiner 
Art Unit 1625 



